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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election without traverse of claims 1-32 in the reply filed on 15 
December 2005 is acknowledged. 

Double Patenting 

2. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428. 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969), 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
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be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

3. Claims 1-24 and 26-32 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1-9, 13, 15, 16, and 19-24 of 
U.S. Patent No. 6,685.664 to Levin in view of US 5,188,593 to Martin. The patented 
Levin method claims the insertion of a catheter into a patient and the instantly claimed 
method claims the insertion of a dual-lumen catheter into a patient, along with the other 
steps and limitations of the claims. The original claim limitation is silent as to whether 
the catheter is a single or dual-lumen catheter. However, Martin discloses an insertable 
dual-lumen catheter with sidewall openings for hemodialysis procedures in order to 
require only one venous access for both withdrawal and return of blood to the patient in 
an extracorporeal blood treatment procedure (see column 2, lines 46-58). Therefore, it 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to use a dual-lumen catheter as disclosed by Martin in the method claimed 
by Levin in order to provide a singular vascular access for withdrawal and return of the 
blood, as taught by Martin. 

With regard to claims 10 and 11, the size ranges are not identical between the 
patented diameter and length and the instantly claimed diameter and length. It has been 
held that where the general conditions of a claim are disclosed in the prior art, 
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discovering the optimum or workable ranges involves only routine skill in the art. See 
MPEP§ 2144.05. 

With regard to claims 12 and 13, Martin illustrates a dual-lumen catheter wherein 
the tip of the withdrawal catheter comprises a lumen with a larger cross-sectional area 
near the single-lumen tip area and a smaller cross-sectional area near the proximal, 
dual-lumen area of the catheter (see FIG 3). Furthermore, it has been held that where 
the general conditions of a claim are disclosed in the prior art, discovering the optimum 
or workable ranges involves only routine skill in the art. See MPEP § 2144.05. 

With regard to claims 3 and 15-22, Martin illustrates that the return lumen is 
located upstream of the withdrawal lumen within the patient's vein, resulting in some 
amount of recirculation of the blood during the treatment procedure. Martin remains 
silent as to the percentage of recirculation, distance between the withdrawal and return 
ports, and cross-sectional areas of the lumens and sidewall ports. However, it has been 
held that where the general conditions of a claim are disclosed in the prior art, 
discovering the optimum or workable ranges involves only routine skill in the art. See 
MPEP §2144.05. 

4. Claim 25 is rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claim 1 of U.S. Patent No. 6,685,664 to Levin in 
view of US 6,461,321 to Quinn. The patented Levin method claims the insertion of a 
catheter into a patient and the instantly claimed method claims the insertion of a dual- 
lumen catheter into a patient, along with the other steps and limitations of the claims. 
The original claim limitation is silent as to whether the catheter is a single or dual-lumen 
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catheter. However, Quinn discloses a dual-lumen indwelling dialysis catheter that uses 
pumping action (negative pressure to the withdrawal lumen and positive pressure to the 
return lumen) to move blood through the catheter from the patient to the treatment 
device and back wherein the structure of the catheter is designed to minimize patient 
and blood trauma (see column 1, lines 59-64). . Therefore, it would have been obvious 
to one having ordinary skill in the art at the time the invention was made to use a dual- 
lumen catheter and a positive pumping pressure to return treated blood to the patient in 
the patented method, in order to move blood through the system with a minimal 
disruption to the patient and the blood, as taught by Quinn. 

Conclusion 

5. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: 

a. US 6,579,259 Stevens et al 

i. Method for extracorporeal cardiac bypass 

b. US 5,928,181 Coleman 

ii. Cardiac bypass with vena cava suction 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leslie R. Deak whose telephone number is 571-272- 
4943. The examiner can normally be reached on M-F 7:30-5:00, every other Friday off. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zaiukaeva can be reached on 571-272-1115. The fax phone number 
for the organization where this application or proceeding Is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Patent Examiner 
Art Unit 3761 
13 February 2006 



